Jan-sl-OS 02:52pm From-LAHIVE 4 COCKFIELD, LLP 6177424214 

APPENDIX 

Uniteo States Bvtent and TkAPEMARK OfyiCE 


T-035 P. 32/42 F-501 



Ua»««4t H%mtmm «sa 



THaPHMaPICS 


APPHtATlON NO 


FILING DaTF 


PJRST MAM INVENTOR 


attohnev docket no confirmation no. 


(W/738.147 


12/15/2000 


MPS-013B 


iH50 


TESTA, HURWITZ & THIBEaULT. LLP 
HIGH STREET TOWER 
125 HIGH STREET 
BOSTON, MA 02110 


EXAMINSR 


STaFIRa, micjjael patrjck 


ART Unit 


f apEk numsek 


2877 

DATEMAlLfiD: 10/21/2002 


Please find below and/or atwche4 an Office commimicaiion concerning this application or proceeding- 


MO-QOC (Rev. 07-01) 


Received from < 61 77424214 > at 1130/03 2:S6:44 PM [Eastern Standard Time] 


Jan-30-03 02:52pb Froin-LAHIVE i COCKFIELD, LLP G177424214 T-035 P. 33/42 F-501 

Offico Action Summary 





09/738.147 

KAUFMAN ETAL 

^camimr 

An unit 


Michaej p. Stafira 

2877 



P rfodforRoply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPJRE 3 MONTM(S) FROM 
THE MAIUNQ DATE OF THIS COMMUNICATION. 

• CitiHM mm f "f Urn" m*'^* ma jfavwioM of 37 CfR y -iswa). in iw>«v«nt. MXM^er.nny arapiirbeunwi)rlliad 

aflBrSIX(q»CKrHSfiemth»in)dif«dmefinMoiimni<Bi^^ , ^ . . 

. d iM DMM fcjf nM)« vPOeiAM ai>ov« to l«t* ItHMi mwy {30) «»y», » >»pir «l» s««Mto»y nurtnuim of OURy (30) days «vui D« conaoertd wiwiy 

. Aoyi^raoMMM By «» Oflfal later vmnmtt, menms aHiir «» tnalllnfl dai» of tw» oonmiwileailsn, «»*n If ftmniy flwa. fn-y roduue any 
aafiMNlpaMnttannaiQwtfMni. Se0 37CpR l.7o«b). 

Status 

1}Q Responsive to communication(s} filed on . 

2a)Q This action Is FINAU 20)13 This action is non-final. 

3) 0 Since this application is In condition for aBovyance except for fomial matters, prosecution as to the ments is 
dosed in aooor<lanco with the practice under et pore Quayte, 1935 CD. 11, 453 O.G. 2i3. 

Disposttionarcialfne 

4) B Ct8im(s) Is/are pending in the 8pf»ication. 

4a) Of ine aDove ciainKs) . is/are withdrawn from consideration. 

5) 0 C|aim(s) 11:34 Is^are allowed. 

6) P Ciafcn(s)l:lZ Is/are r^ected. 

7) P Clalm(s) is/are objected to. 

8) P ciaim(s) are subject to restriction and/or election requirement. 

AppHcation Papers 

9) 0 The spewficatton is oWected to by the Examiner. 

1 0)D The drawing(s) filed on is/are. a)D accaptea or »)□ objected to by the Examiner. 

Applicant may n« request thai any objection to the fliBwing{s) be held in abeyance- See 37 CFR 1 .a5(a). 
1 DP The proposed drawing ooneclion filed on is: a)P approved b)G disapproved by the examiner 

If approved, corrected drawings are required in reply to this Office action 

12) G The oath or declaration is oDjected to by the Examiner. 
Priprity under 35 U.S.C. S1 119 and 120 

1 3) 0 AcKnowledgment is made of a claim for foreign pnority under 35 U.S.C. § 1 1 9(a)-(d) or (f). 

a)PAH WP Some*c)P None of: 

1 Certified copies of the priorfty documents have been received. 

2.P Certified copies of the priority documents have been received in Application No . 

3 n copies of the certified copies of the prionty documents have been received in this National Stage 
appfication ftwn the International Bureau (PCT Rule 1 7.2(a)) 
• see the attaS detailed Office action for a list of the certified copies not received. 

14) |a Admowiedgment is made of a claim for domestic priority under 35 u.s.c. § 1 19(e) (to a provisional application). 

a) P The translation of the foreign language provisional ^PPj^f " ,2, 
1 S)P Ainowledgment Is made of a claim for domestic pnonty under 35 U.S.C. §§ 120 and/or 1 2i . 

AltKhl)«iM«) |_j Summary (PTOSIS) Paper Noi») 

1)0 Notice KRflfwenees&teaiPTO^eZ) SiP Noiic«orinfomiai P«eniAppilcaBonlPTQ-i52) 

2^ n NQbce of DrtftspersWe P«ter« Ofawng P view IPT<>9*) ' ^ 

% B So^STe St»ten«nH., tPTO.14^) Pap«r,«c^^Z^^__6)P^«-;^ 
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DETAILEP ACTION 


Dramngs 

1 This application has been fUed with informal drawings which are acceptable for 
examination purposes only. Formal drawings will be required^wl^^e application is allowed 

Clmm RejecHons - 35 USC §102 
2. The following is a qiwtaiian of the appropri«c paragfaphs of 35 U.S C 102 that fonn the 
basis for the rejections under this section made in this Office action. 
A person sbjiU he entiikd to a patMfl mJfiss - 

(b) ihe invcoinon was pal«aa} or described m a poured publicaion ialhis or a foreiga cwnny or ijv pubUc use or on 
sale in. flus country, more Qian ore: year ptwr w the dait of appliotnon tor patent in die United Stafc j. 

3 Claims 1-8,12 are rejected under 35 U.S.C. 102(b) as being anticipared by Pugliese 

C'020). 

Claim I 

Pugliese ('020) discloses dispensing a plurality of chemical agents on a tissue (See 
Abstract), wherein the chemical agents interact to alter an optical signal produced by the tissue 
(Col. 4. lines 15-20), measuring the altered optical signal (Col. 4. lines 28-32), and providing a 
diagnosis based upon the altered optical signal (Col. 4-5, hues 62^). 
Claim? 

PugUese ('020) discloses dispensmg a plurality of chemical agents on a tissue (See 
abstraa), determimng whether the chemical agents alter an optical signal produced by the ussue 
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(Col 4. lines 15-20), and providing a diagnosis based upon -whether the optical signal is altered 
(Col 4-5, lines 62-4) 
Claim 3 

The reference of Pu^ese ('020) forther discloses the chemical agent interact to produce 
an additive effect on the optical signal (Col 6, lines 16-23) 
Claim 4 

Pugliese ('020) fimher discloses the chemical agents interaato reduce an intensity of the 
optical signal (Col. 6, lines 59-65) 
CUim 5 

PugUese ('020) fiirtber discloses that the optical signal is a light spectrum (fluorescence) 
(Col. 4, lines 15-20). 
Qaiw 6 

The reference of Pugliese ('020) forther discloses the Ught spectrum is a fluorescent 
specuwn (Col. 4, lines 15-20). 
aairo? 

PugUese ('020) further discloses the optical signal is produced by an endogenous 
chromophore (Col. 4. lines 15-20). 
aaim S 

PugUese C020) further discloses the endogenous chromophore is a fluorophore (Col. 4. 
lines 15-20). 
Oaim 12 
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The reference of Pugliese ('020) further discloses that the optical signal is measured over 
a predetermined time (See Fig. 6) 


aaim Jlejectwns - 35 USCg 103 

4. The following is a quotation of 35 U S C. 103(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(8) A paiew my nQ\ be obiwned tbough ihu invenaon U lUX ideoucally disclosed or descnbpd «s s« fortb in 
=«scwml02 of this wlc. if the diffcrcnues between liw subject nwlfer sou^t to be paicnxed and the prior Miare 
such thai *c subject nurtW as a whole would have been obvious aitlie tww ih= uiVdixion was .uaoe lo b pasw 
having ordijvay sk*U ia Uw *rt to which said subjMi matter pBrtain* . PaientabiUiy shall iwt be ncg»iivcd by the 
roannej m which the mveniioii was nwde. 

5. Claims 9-11. 13,14 are rejeaed under 35 U S C. 103(a) as being unpatentable over 
Pugliese ('020). 

Claim 9 

Pugliese ('020) discloses the claimed invention except for a chemical agent selected from 
the group of acetic acid, formic acid etc It would have been obvious to one having ordinary 
skUl in the an at the time the invention was made to combine Pugliese (^020) with one of the 
groups of chemicals, since it has been held to be within the general sIdU of a worker in the an to 
selea a known material on the basis of its suitabUity for the intended use as a matter of obvious 
design choice In re Lesfun. 125 USPQ 416 
CUims 10,11 

PugUese C020) discloses the claimed invention except for disclosing the chemicals are 
dispensed simultaneously or sequentially. U would have been obvious matter of design choice to 
combine PugUese ('020) with dispensmg of chemical agent simultaneously or sequentiaUy, since 
appUcant has not disclosed that dispensmg the chemical agent simultaneously or sequentially 
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solves any staled problem or is for any particular purpose it appears that the invention would 
perform equally well with the dispensing means disclosed in PugUese ("020) (Col 4, lines 35- 
39). It's the position of the examiner that the reference of Pugliese ('020) can dispense the 
chemical agents in any combination of order since the syringes are manipulated by band 
Claim 13 

Pugliese ('020) discloses the claimed invention except for at least one member of the 
plurality of chemical agents alters pH of the sample. It would have been obvious to one having 
ordinary skill in the art at the time the invention was made to combine the pH altering agent to 
the sample, since it has been held to be within the general skiU of a worker in the art to select a 
known material on the basis of its suitability for the intended use as a matter of obvious design 
choice. In re Leshin, 125 USPQ 416 
Claim 14 

Pugliese ('020) discloses the claimed invention except for the member is seleaed from 
the group consisting of osmotic agents and ionic agents It would have been obvious to one 
having ordinary skill in the an at the time the invention was made to combine PugUese ('020) 
with the member consisting of osmotic agents and ionic agents, since it has been held to be 
within the general skill of a worker in the an to select a known material on the basis of its 
suitability for the intended use as a matter of obvious design choice. In re Ushin. 125 USPQ 
416 

6. Claims 15-17 are rejected under 35 US.C 102(b) as being anticipated by Pugliese 
(•020) 
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Claim IS 

PugUese (*020) discloses dispensing a chemical agent on the tissue (See Abstract), 
raeasuring a change in response to the chemical agent in an optical signal from an endogenous 
chroroophore in the tissue (Col. 4, Unes 15-20), and providing a diagnosis based upon the change 
(Col. 4-5, lines 62-4). 
Claim 16 

The reference of PugUese ('020) fiirther discloses the chromophore is a fluoropbore (Col 
4. lines 15-20). 
Claim 17 

Pugliese ('020) fiutber discloses the tissue is consisting of skin (Col. 4, lines 1 5-20) 

AUowaMe Subject Matter 

7. Claims 18-34 are allowed over the prior an of record. 

8. The foUowing U a statemem of reasons for the indication of allowable subject matter 
Regarding claim 18, the piior an fails to disclose or make obvious a method of 

diagnosing in a patient having the steps of providing an automated triggering signal to initiate a 
measurement period reUtive to the dispensing step and measuring a temporal evolution of the 
optical signal observed from the tissue during the measurement period, and in combination with 
me other recited limitations of claim 18 Claims 19-26 are allowed by the vinue of dependency 

on the allowed claim 18 

Regarding claim 27. the prior an faUs to disclose or make obvious a method for 
diagnosing disease in a patient having the steps of capturing a pluraUty of sequent^ images of 
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the tissue during a measurement period and aligning a subset of the plurality of images to 
spatially correlate the subset and fonber measuring a temporal evolution of the optical signal 
from the subset of spatially correlated images, and in combination with the other recited 
limitations of claim 27 Claims 28-34 are aUowed by the virtue of dependency on the aUowed 
claim 27. 

Any inquiry concerning this communication or eariier communications from the 
examiner should be directed to Michael P. Siafira whose telephone m»mber is 703-308-4837. 
The examiner can normally be reached on 4/10. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner' s 
supervisor, Frank Font can be reached on 703-308-4881 . The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-308-7722 for regular 
communications and 703-308-7721 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be direaed to the receptionist whose telephone number is 703-308-0956. 



icnaefP. St 
Primary Examiner 
Art Unit 2877 


October 17, 2002 
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